TCT-196: Carotid Sinus Reactions During Carotid Artery Stenting  by unknown
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4XDOLW\2I/LIH$IWHU3HUFXWDQHRXV&RURQDU\,QWHUYHQWLRQV&285$*(5HVXOWV$SSO\WR
WKH5HDO:RUOG"
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%$&.*5281'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RIDKLJKO\VHOHFWHGSRSXODWLRQ:HFRPSDUHGWKHTXDOLW\RIOLIH42/RISDWLHQWVVHHQLQGDLO\FOLQLFDO
SUDFWLFHZLWKWKRVHRIWKH&285$*(VWXG\
0(7+2'6 3URVSHFWLYH REVHUYDWLRQDO VWXG\ RI SDWLHQWVZLWK VWDEOH DQJLQD XQGHUJRLQJ3&, DW D
UHIHUUDOFHQWHU7KHFOLQLFDODQGDQJLRJUDSKLFFKDUDFWHULVWLFVZHUHHYDOXDWHGDQGWKH6HDWWOH$QJLQD
4XHVWLRQQDLUH6$4ZDVDSSOLHGEHIRUH WKHSURFHGXUHDQGDIWHUDQGPRQWKV7KHGDWDZHUH
FRPSDUHGZLWKWKRVHUHSRUWHGLQWKH&285$*(VWXG\1(-07KHWWHVWFKLVTXDUH
WHVWDQGPXOWLYDULDWHDQDO\VLVZHUHXVHG
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7KHVWXG\LQFOXGHGSDWLHQWVIURP6HSWHPEHUWR0D\:KHQFRPSDUHG
WRWKH&285$*(VWXG\RXUVDPSOHKDGDKLJKHUSHUFHQWDJHRIZRPHQYVK\SHUWHQVLRQ
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EDVHOLQH4R/WKDQWKRVHLQWKH&285$*(YVS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PRQWKVYVS 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LQWKH&285$*(S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&21&/86,216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WKRVHRIWKH&285$*(WULDOZLWKPRUHPDUNHGLPSURYHPHQWLQWKHIROORZXS$VWKHEDVHOLQH42/
LVWKHPDLQSUHGLFWRURILPSURYHPHQWRIWKLVLQGH[WKHVHUHVXOWVVXJJHVWWKDWWKH&285$*(UHVXOWV
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%DFNJURXQG+\SRWHQVLRQDQGEUDG\FDUGLDIUHTXHQWO\RFFXUGXULQJFDURWLGDUWHU\VWHQWLQJ&$6
WKDWLQYROYHVWKHFDURWLGEXOE7RGHWHUPLQHWKHLQÀXHQFHRIFDURWLGVLQXVUHDFWLRQV&65RQRXWFRPHV
GXULQJ&$6ZHUHWURVSHFWLYHO\UHYLHZHGLQDSURVSHFWLYHO\FROOHFWHGGDWDEDVHRI&$6SURFHGXUHV
DWRXULQVWLWXWLRQ
0HWKRGV2IFRQVHFXWLYH&$6SURFHGXUHVKDGVWHQWLQJLQYROYLQJWKHFDURWLGEXOE
DQGZHUHLQFOXGHGLQWKLVVWXG\$OOSWVZHUHHQUROOHGLQYDULRXV,QVWLWXWLRQDO5HYLHZ%RDUG&OLQLFDO
WULDOV2IWKRVHVWXG\SWVKDG&65ZKLFKZDVFDWHJRUL]HGE\VHYHULW\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
PLQRUK\SRWHQVLRQDQGRUEUDG\FDUGLDQ *URXSSURORQJHGK\SRWHQVLRQDQGRUEUDG\FDUGLD
UHTXLULQJWKHXVHRIYDVRSUHVVRUVQ *URXSSURORQJHGK\SRWHQVLRQDQGRUEUDG\FDUGLDZLWK
WUDQVLHQWORVVRIFRQWUDODWHUDOKDQGJULSQ *URXSDV\VWROH!VHFZLWKK\SRWHQVLRQUHTXLULQJ
YDVRSUHVVRUVQ DQG*URXS&9$ZLWKK\SRWHQVLRQDQGRUEUDG\FDUGLDQ &65SWVZHUH
WKHQFRPSDUHGWRDFRQWUROJURXSRIWKHSWVZKRKDG&$6LQWKHFDURWLGEXOEDQGGLGQRWKDYH
&65&RQWLQXRXVYDULDEOHVZHUHH[SUHVVHGDVPHDQV6'DQGFDWHJRULFDOYDULDEOHVDVSHUFHQWDJHV
8QLYDULDWHDQDO\VHVZHUHDVVHVVHGE\WZRVDPSOH6WXGHQW¶VWWHVWVIRUFRQWLQXRXVYDULDEOHVDQGE\
3HDUVRQ¶V FKLVTXDUH DQDO\VLV IRU FDWHJRULFDO YDULDEOHV 0XOWLYDULDWH VWHSZLVH ORJLVWLF UHJUHVVLRQ
DQDO\VLVZDVSHUIRUPHGWRLGHQWLI\LQGHSHQGHQWSUHGLFWRUVRI&65$SYDOXHRIZDVFRQVLGHUHG
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ZHUHLQGHSHQGHQWULVNIDFWRUVIRUDV\VWROHDQG&9$
&RQFOXVLRQ &65 RFFXUUHG LQ QHDUO\  RI WKH VWXG\ SRSXODWLRQ 7KH UDWH RI QHXURORJLFDO
FRPSOLFDWLRQVKRZHYHUGLGQRWVLJQL¿FDQWO\LQFUHDVH,WDSSHDUVDWOHDVWLQWKLVVWXG\WKDWWKHULJKW
FDURWLGEDURUHFHSWRULVIDUPRUHVHQVLWLYHWKDQWKHOHIWFDURWLGDQGLVDQLQGHSHQGHQWULVNIDFWRUIRU
DV\VWROHGXULQJ&$6HVSHFLDOO\LQWKHSUHVHQFHRIDFRPSURPLVHGFRQWUDODWHUDOFDURWLGDUWHU\KLVWRU\
RIVPRNLQJDQGIHPDOHJHQGHU
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,,E,,,D,QKLELWLRQ,Q&DURWLG$UWHU\6WHQWLQJ(OLPLQDWHVWKH(IIHFW2I$JH2Q6WURNH5LVN
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6WURNHULVNZLWKFDURWLGDUWHU\VWHQWLQJ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LQFUHDVHVZLWKDJH&5(67,,E,,,D
LQKLELWLRQZLWK&$6PD\QHJDWHWKLVULVN:HUHSRUWWKHODUJHVWVLQJOHFHQWHUH[SHULHQFHZLWK,,E,,,D
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:H UHYLHZHG  FRQVHFXWLYH SDWLHQWVZKR XQGHUZHQW DGKRF&$6 DW%DSWLVW0HGLFDO
&HQWHU3ULQFHWRQ%LUPLQJKDP$/EHWZHHQ$XJXVW$XJXVW2IWKHVHSDWLHQWV
ZHUHDGPLQLVWHUHGD,,E,,,DLQKLELWRUHSWL¿EDWLGHQ DEFL[LPDEQ DVDGMXQFWLYHDQWLSODWHOHW
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 7KH PDMRULW\ RI SDWLHQWV  ZHUH DV\PSWRPDWLF ZLWK SRVLWLYH DWKHURVFOHURWLF ULVN
IDFWRUVRIK\SHUWHQVLRQFRURQDU\DUWHU\GLVHDVHK\SHUOLSLGHPLDDQGKLVWRU\RIVPRNLQJ7KHRYHUDOO
SURFHGXUDOVXFFHVVUDWHZDVDQGDQHPEROLFSURWHFWLRQGHYLFHZDVXVHGLQRIFDVHV0HDQ
FDURWLGVWHQRVLVZDVSUHSURFHGXUHDQGSRVWSURFHGXUH$WRWDORIVL[VWURNHVDQG¿YH
7,$VZHUHUHFRUGHGDQGWKHLUGLVWULEXWLRQE\DJHLVVKRZQLQ)LJXUH
)LJXUH,QKRVSLWDO,QFLGHQFHRI&RPELQHG6WURNHDQG7,$E\$JH
3DWLHQWVEHWZHHQWKHDJHVRIKDGORZHUUDWHVRIFRPELQHGVWURNH7,$WKDQWKRVHDJHG
\HDUV7KHUHZDVQRLQFLGHQFHRIVWURNHQ 7,$LQWKHDJHJURXS
&RQFOXVLRQV3HULSURFHGXUDOXVHRI,,E,,,DLQKLELWLRQDVDGMXQFWLYHDQWLSODWHOHWWKHUDS\LQ&$6PD\
HOLPLQDWHWKHDJHUHODWHGLQFUHDVHGULVNRIVWURNH:KHWKHU&$6ZLWKDGMXQFWLYH,,E,,,DLQKLELWLRQ
GHFUHDVHVWKHVWURNH7,$ULVNFRPSDUHGWRFDURWLGHQGDUWHUHFWRP\&($LQHOGHUO\SDWLHQWVVKRXOG
EHVWXGLHGLQDUDQGRPL]HGWULDO
7&7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&DURWLG$UWHU\6WHQWLQJ9HUVXV0HGLFDO7KHUDS\$0HWDDQDO\WLF$SSURDFKWR'HWHUPLQH
WKH%HVW7UHDWPHQWIRU+LJKULVN3DWLHQWV
-RKQ-*ULEDU$PU($EEDV7HUU\5%RZHUV1LVKLW&KRNVL5REHUW'6D¿DQ
%HDXPRQW+RVSLWDO5R\DO2DN0,
%DFNJURXQG&DURWLGDUWHU\VWHQWLQJ&$6 LVDYLDEOHVWUDWHJ\IRUSDWLHQWVZKRDUHKLJKULVNIRU
FDURWLGHQGDUWHUHFWRP\&($7KHPDMRUOLPLWDWLRQRI&$6LVSRVWSURFHGXUDOVWURNH7KHPRUELGLW\
RI UHYDVFXODUL]DWLRQ PXVW EH ZHLJKHG DJDLQVW D FRQVHUYDWLYH PHGLFDO DSSURDFK SDUWLFXODUO\ IRU
SDWLHQWVZLWKOLPLWHGORQJWHUPVXUYLYDO
*RDO$PHWDDQDO\WLFDSSURDFKZDVXVHGWRGHWHUPLQHWKHXWLOLW\RIKLJKULVN&$6YHUVXVPHGLFDO
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SURFHGXUDO
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IURP6$33+,5(&5(67DQGRXULQVWLWXWLRQDOGDWDEDVHUHYHDOWKDWWKHVXEVHTXHQWDQQXDOULVNRI
LSVLODWHUDOVWURNHLV\HDU7KHSURFHGXUDO0$&(UDWHVZHUHFRPELQHGZLWKWKHDQQXDOVWURNH
UDWHVWRFRQVWUXFWFXUYHVWKDWUHSUHVHQWWKHVWURNHULVNIRUWKHEHVWDQGZRUVWFDVHVFHQDULRVRI&$6
7KHVHFXUYHVZHUHSORWWHGZLWKWKHUHVXOWVIURPWKHPDMRUWULDOVRIPHGLFDOWKHUDS\$&$6DQG$&67
ZKLFKGHPRQVWUDWHGVWURNHUDWHVRI\HDU
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DIWHU\HDUV$W\HDUV&$6 LVEHWWHUEXWZLWKD117RIa)RUZRUVW&$6 WKHEHQH¿WVRI
UHYDVFXODUL]DWLRQZLOOQHYHUEHUHDOL]HG5HYDVFXODUL]DWLRQEHQH¿WLQKLJKULVNSDWLHQWVPD\EHOLPLWHG
E\\HDUPRUWDOLW\ZKLFKLVXQUHODWHGWR&$67KXVSDWLHQWVPD\QRWOLYHORQJHQRXJKWRRIIVHW
WKHHDUO\ULVNVRI&$6
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7KHORQJWHUPEHQH¿WRI&$6LVGULYHQE\SURFHGXUDO0$&(7KHEHQH¿WRI&$6LV
RQO\REVHUYHGZKHQORZSURFHGXUDOFRPSOLFDWLRQUDWHVFDQEHDFKLHYHG5DQGRPL]HGFOLQLFDOWULDOV
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LQHOGHUO\SDWLHQWV7KH
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
SDWLHQWV  &$6  &$6 SHUIRUPHGZLWKRXW SURWHFWLRQ 13  LQ SDWLHQWV ! \ ZLWK
SURWHFWLRQ 13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RFFOXVLRQEDOORRQ¿OWHUV  UHYHUVDOÀRZ LQSDWLHQWV!\'DWD
DQDO\VLVLQFOXGHGQHXURORJLFDOFRPSOLFDWLRQVGHDWKDQGP\RFDUGLDOLQIDUFWLRQ0,UDWHDWGD\V
